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Serial No. 09/596,362 

Reply and Request for Reconsideration After Final 
Honolulu, Hawaii, July 6, 2005 

Dear Examiner Fubara, 

As per our discussion regarding what makes my patent submission novel and new are two 
factors. The first is the use of kavapyrones to treat the craving of alcohol addiction and second 
factor is the administration of kavapyrones while the patient is continuing to consume alcohol. 

My double blind study presented in the specification found that when kavapyrones are 
administered to patients addicted to and currently consuming alcohol there was a statistically 
significant percentage of patients achieving and maintaining sobriety over the control group. 

The use of kavapyrones to reduce alcohol consumption was never previously reported. There is 
no report of kava or kavapyrones being used to treat alcohol craving or to achieve sobriety. The 
treatment of withdrawal symptoms is for the treatment of a patient who has ceased consuming 
alcohol and is suffering the consequences. The literature clearly distinguishes between 
dependence treatment, which is associated with why a patient cannot achieve sobriety, and 
withdrawal symptoms, which have nothing to do with assisting a patient in reaching sobriety. An 
alcoholic craves alcohol while consuming alcohol and therefore is driven to continue to drink. 
The alcoholic who is drinking has no withdrawal symptoms. It is the drinking alcoholic that my 
invention treats. 

We have an endless array of medications to treat withdrawal symptoms but very few drugs have 
been shown to assist the alcoholic in achieving and maintaining sobriety as is reported in my 
specifications. In your office communication you state "The American Family Physician article 
provided by the applicant recognizes that treatment of withdrawal should be followed by the 
treatment of dependence". This is correct because they are two different entities and they must to 
be treated differently. But your statement also confirms the novel nature of my invention because 
I treat the dependence before withdrawal symptoms and while the patient is still consuming 
alcohol. 

Also, the article is talking of forcibly preventing the alcoholic from drinking by confinement 
Currently treating addiction by confinement and waiting for the cravings to naturally reduce is 
the way addicts are treated. The administration of kavapyrones to reduce craving while the 
patient is drinking is one aspect that makes my invention novel. My invention as established by 
my research is administered to an alcoholic while he is drinking and the alcoholic stops drinking 
because he no longer craves (desires) alcohol. My invention has shown that an alcoholic can 
carry on a normal life while being treated rather than being locked into a treatment center and 
forced into withdrawal. 

Because we do not have effective treatments for the craving for alcohol, the state of the art is to 
forcibly withdraw alcohol and then attempt to treat the craving. Science will develop effective 
medications for craving and at that time addictions will no longer be the scourge on society it is 
today. My invention is an early step in a field that is just beginning to realize that someday we 
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will have effective medications for addiction (hat will not require extended stays in rehabilitation 
centers. 

Cherksey has described a group of compounds that have a formula that excludes the 
kavapyrones. Cherksey repeatedly states that the group of compounds are for treating the 
symptoms of addiction and nicotine withdrawal. At no time does Cherksey discuss kavapyrones 
in relationship to addiction. Cherksey claims that kavapyrones are potassium channel activators 
but does not include the kavapyrones in his research regarding potassium channel activators. 
Cherksey claims kavapyrones are potassium channel activators but cites no references that 
establish this as factual. In a literature search of all published research at no time were the 
kavapyrones stated to be potassium channel activators. 

When Umbdenstock discusses alcohol craving he specifies the formula he has devised for 
treating the craving of alcohol which never mentions kava. Umbdenstock teaches a nutritional 
formula designed to "resist the cravings that accompany withdrawal symptoms**. 

Thank you for your consideration. 

Sincerely, 

Greg Steiner 
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